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FOOD AND AGRICULTURAL IMPORT REGULATIONSAND STANDARDS (FAIRYS)

" Thisreport was prepared by the Office of Agricultural Affairsof the USDA/ Foreign
Agricultural Servicein Quito, Ecuador for U.S. exporters of domestic food and agricultural
products. While every possible carewastaken in the preparation of thisreport, information
provided may not be completely accurate either because policies have changed sinceits
preparation, or because clear and consistent infor mation about these policies was not
available. It ishighly recommended that U.S. exportersverify thefull set of import
requirementswith their foreign costumers, who are normally best equipped to resear ch such
matterswith local authorities, before any goods are shipped. FINAL IMPORT APPROVAL
OF ANY PRODUCT ISSUBJECT TO THE IMPORTING COUNTRY'SRULESAND
REGULATIONSASINTERPRETED BY BORDER OFFICIALSAT THE TIME OF
PRODUCT ENTRY ."
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SECTION I. FOOD LAWS

Ecuador’ sForeign Trade Law prohibitsany economic, adminigtrative or technica practiceaimed at putting
limits or discouraging foreign and internd trade, free competition and loca production of goods and
sarvices. Also, the referred law alows the application of corrective measuresin dl casesincluded in the
World Trade Organization normative.

Nonetheless, Ecuador maintains barriers interfering with imports.  Although imports in Ecuador are not
subject to excessive tariffs, and other technica redtrictions are supposed to be established with the only
purpose of protecting human, animd and plant hedth; problems rise because of the inefficiency of certain
government indtitutions and other organizations. Adminisirative procedures take too much time, and new
requirements as well as documents are requested every time.

Official Register

Every law issued by the Nationd Congress and gpproved by the President; decrees, agreements or
resolutions gpproved by the Nationa Congress; other regulationsissued by agenciesand indtitutions of the
legidative, executive or judicia power and the Electord Supreme Court; and, decisions made by the
Condtitutiona Room of the Supreme Court comeinto legd effect on the day after their publicationin the
"Officid Register", unless a specific date had been established for this purpose.

The"Officd Register” istheofficid legd publication of Ecuador. It wasestablished inthe First Condtitution
of 1830 with the name of "Officid Diary" and its purpose is to inform dl the population about any law,
decree, agreement or other disposition that affect them. Currently, it is mainly sold in Quito, and its cost
is US$0.20.

Ministry of Agricultureand Livestock (MAG)

The Minidry of Agricultureand Livestock ischarged with promoting harmonic and sustained devel opment
of the agricultural and livestock sectors of Ecuador, through orientation, direction and evauation of
agriculturd and kvestook activities. The laws by which this agency is ruled are mainly the following:

Adriculturd Devel opment Law

This law was published in the Official Register #55 on April 30", 1997 and guarantees free import and
trade of inputs, snpreved seeds, improved plants and animas, machineries, equipment and technology,
except for those which have been qudified by the country of origin as inconvenient or noxious for the
ecologicd or environmenta preservation.

Hant Hedth Law
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This law, published in the Officid Register # 475 on January 18", 1974, isamed a preventing and
contralling plagues, illnesses and pedts that may affect the agriculturd crops. This norm establishes
regulations, conditions and prohibitions for imports and exports of plant products.

Animd Hedth Law

The Law of Anima Hedth, published on the Officid Register # 409 on March 31<, 1981, has the
objective of preventing, controlling and eradicating illnessesin the nationd livestock. This Law points out
that the Minigtry of Public Hedlth, dong with the Ministry of Agriculture and Livestock, must control the
quaity of anima origin products destined for human consumption. Also, these two indtitutions must
prohibit trade or retire from the market those products harmful to human hedth. The law dso Sates the
obligation of obtaining previous authorizetion and a certificate from the Minisry of Agriculture and
Livestock for importing and exporting cattle and other animd origin products and sub-products.

Law of Seeds

This law is related to dl requirements for importation and exportation of seeds. It dso mentions the
obligation of importers and exporters to register as such in the Minisiry of Agriculture and Livestock.
Furthermore, thislaw regplates sommesrniakization of seeds and seeds produsts.

Law for the Formulation, Manufacture, Import, Trade and Use of Pedticides and Similar Products of
Adriculturd Use

This law establishes the obligation of every person or company importing, manufacturing or distributing
pesticides and amilar products for agriculturd use, to register at the MAG for such purposes. It aso rules
trangportation, storage, labeling and advertisement of these products. Thelaw determinestoleranceresidue
levelsfor pedticides.

Institutions and Dependencies of the Ministry of Agriculture and Livestock (MAG)

Ecuadorian Animal and Plant Hedlth Service (SESA)

SESA’s basic purpose is to ensure hedlth of agricultura crops, anima population, and plant breeding and
livestock genetics, impeding the entry to the country of exotic pests, and the increment and the
dissemination of those dready existing.

Amongitsduties, it must demand thefulfillment of lega normsand internationa and sub regiona techniques
that regulate import, manufacture, formulation, distribution, trade and use of pedticides, veterinarian
products and agricultura products.

Thisagency isin charge of theissuance of the Phytosanitary permit or hedth permit, depending onthecase,
for imported products and sub products of plant or animd origin, and animalsand plant breeding material
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Domestic and International Trade Directorate

This directorate is responsible for andyzing and suggesting changes to the legidation when it limits free
trade of agricultura products. It dso suggests changes to laws and rules concerning trade and financing
of agriculturd commercid activities.

Adgricultura and Livestock Nationd Directorate

Main respongibilities of this agency are:

a. Egtablish requirements for manufacture, formulation, import and trade of fertilizers, animal feed and
seeds.

b. Qudlity control of fertilizers, ammal feed, seeds and vegetd obtainment internally traded.

Ministry of Public Health

The Ministry of Public Hedth, through the Nationd Control and Surveillance Sysem, and its
dependencies, regulates the entry and consumption of processed food products, beverages, additivesand

pesticides.

The Hedlth Code

The hedlth code establishes the obligation of obtaining the Sanitary Regigter (sanitary permit) prior to
import, trade, production, storage or transportation of processed food, additives, and pesticides for
domestic, agriculturd or industrid use. According to thislaw, the Ministry of Public Hedth (MSP) and its
agencies are responsible for al processed foods and additive inspection.

Sanitary Permit Regulation

This document contains al necessary  conditions, requirements and procedures for issuance, suspension
or cancellation of the Sanitary Permit.

Food Regulation

Theserulesdescribe dl requirementsthat food products need to fulfill in order to be offered to consumers,
as wdl as the manufacture, container, packaging and labdling requirements needed to be fulfilled.
Moreover, the food regulation governs the activities of trangportation, distribution and trade concerning
food products.
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Organic Law of Consumer Defense

Thislaw’s objective is to guarantee consumer’ sright to obtain quality, regularity and fair prices in goods
and sarvices offered to them in the market. The dispositions of this law are applicable to dl persons and
companies from the private or public sectors producing, importing, exporting or distributing goods and
services.

This law establishes the obligations and respongihilities that dl suppliers have towards consumers, anong
these, the obligation of providing clear, complete and enough information about their products. It aso
determines the minimum information in a product’s labdl, including pricein loca currency and indications
about the content and weight of the product, expressed in Standard Internationd Units of Measurement.
It states that potentidly dangerous products for hedth or physical integrity, must show al necessary
indications or warnings.

OTHER INSTITUTIONS RELATED TO FOREIGN TRADE

Ministry of Foreign Trade, Industrialization and Fishing (M1CIP)

The Minidry of Foreign Trade, Indudtridization and Fishing is the government agency responsible for
planning, directing, controlling and executing policies for foreign trade, indudtridization, fishing, smal
industry, medium industry, little businesses and ships. Its misson is to improve business in Ecuador,

fadilitating domestic and internationd sompetitiveness of the productive sectors.

Law of Foreign Trade

Thislaw rules activities carried out by the MICIP, it was published in the Officia Register #82 on June 9"
of 1997. The law prohibits any practice or adminigirative digpostion that limits free competition or
obstructs development of domestic and internationa trade and production. Nevertheless, the law alows
corrective actions to be applied in cases contemplated under the regulations of the World Trade
Organization(WTO). Inspiteof that, theinefficiency of certain public agenciesand other indtitutionsblock
an adequate development of import activities. Examples of this could be the Nationd Hedlth and Tropical
Medicine Ingtitute "Leopoldo Izquieta Pérez", co-responsible for the issuance of the sanitary permit and
the Ecuadorian Customs Corporation (CAE), which administrates customs services.

Ecuadorian Normalization Ingtitute (INEN )

INEN is an agency of the Minictry of Foreign Trade, Industrialization and Fishing (MICTP) and is
respongble for:

. Prepare Ecuadorian technical standards defining characterigtics of raw materids, intermediate
products and finished products traded in Ecuador. Also, INEN must formulate the methods for
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assay, ingpection, anays's, messurement, classfication and denomination of such materids or

products.
. Adminigrate the Quality Certffination System.
. Implementing the Standard Internationd Units of Measurement (ST).
. Ingpecting the fulfillment of requirements set in the Ecuadorian Technical Standards NTE for

imported and locd products.

Ministry of Foreign Affairs

TheMinidry of Foreign Affairscollaborateswith the President of the Republic and coordinateswith MICIP
and MAG in the formulation of internationa policies, direction of internationa affairs and celebration of
agreements and other international conventions. It is responsible for supporting commercia negotiations
and offering assstance in the solution of controversies.

Ecuadorian Customs Cor poration (CAE)

Cugtoms services are administrated by the Ecuadorian Customs Corporation (CAE). This agency is
responsble for the surveillance and control of the entrance or departure of persons, commodities, and
means of transportation through the borders and ports of Ecuador, and the assessment and collection of

import duties and taxes. All activities carried out by the CAE are governed by the Organic Law of
Customs and its respective Regulation.

SECTION II. LABELING REQUIREMENTS

a. General Requirements

The Hedlth Code, the Sanitary Permit & Food Control Regulation, and the Technica Standard NTE
INEN 1334-1, provide labeling requirements for processed food products.

Containers mugt have avishble printed or tagged labd with the following minimum informationin Spanish:
a) Name of the Product: Must be specific and indicate the product’ s red nature.
b) Brand Name

d) Ligt of Ingredients: All ingredients must be listed by thesr pormon name i decoendent order
of predommanse by weight.

€) Net content and drained mass (net weight of product): Has to be declared in Metris System (ST) as
follows:

. Powdered, dry or solid food products shdl display net weight.
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Liquid food products shdl display net volume.
. Semi- solid or semi-liquid food products can display either weight or net volume.

f) Identity of manufacturer, packager or importer: In the case of imported products, the name and address
of the importer, distributor and\or legal representative must gppear too.

g) City or Country of origin: In order to identify the country of origin, one of thefollowing satements should
be used: "Fabricado en USA", "Producto de los Estados Unidos..." 0 "Industria Estadounidense’.

h) Lot Identification
i) Date and Storage ingructions:

. It is necessary to declare shelf- life date and/or expiration date.

. Expiration date must show day/month for products with shelf- life of 3 monthsor less, and
month/year for products with shelf- life of more than 3 months. The expiration date must to be
accompanied by one of the following expressions. "Consumir preferentemente antes de...”,
"Venceen...", "Consumase antes de...", "Fechade expiracion...", "Expiraen...".

. It is not mandatory to show expiration date in labels of wine, liquor wine, aromatized wine, fruit
wine & fruit sparkling wine, and acoholic beverages containing 10 percent or more dcohol per
volume.

. Als0, the labd must present any other specific storage requirement necessary to keep the
product safe.

J) Ingtructions for Use

When a food produst needs refrigeration or ffeezng during iis storage it is mandatory for the label to show
the legend “Mantengace en refrigerasidn” or * Mantengace en pongelasidn” indisating, whenewer possible,
the temperature at which i has to be stored. When a food produst requires speoial sonditions of storage
and trancportation, thece tnct be slearly indisated m the label or external papkage.

k) Sanitary Registration Number
) Price (P.V.P)
m) Others

In addition to the recuirements listed above, Esuadorian labeling standarde alee asknowledge the following
goidelnes:

. Labels pontaining words, piotures or other graphio representations precenting the produst as of
medipinal, therapeutisal, preventive, ourattve, mutritional, or ecpenial fasulties, and which may
misrepresent the real nature, origin, somposition or cuality of the produst are not allswed.
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. When a product is very small size or if because of its nature, it is not possible to show dl the
information required in afood labd, thisinformation must be presented in a package that contains
severa unities of the product.

. Imported products may have labds in foreign language with the respective trandation in Spanish,
inthesameform and characters, and containing dl previoudy listed requirements. Theforeign label
must be applied prior to export, because the product has to enter the country in its find

presentation.

. The Solid Waste Management regulation determines that every product’s labe must promote
repyoling, recuperation or re-use of the package or container.

. Ecuadorian standards do not differ sgnificantly from those established by the United States; they
are based on the Codex Alimentarius and FDA (Food and Drug Administration) stipulations.

b. Requirements Specific to Nutritional Labeling

Thetechnica standard NTE INEN 1334-2 refersto minimum requirements needed to bemet for nutritional
labdling of every processed food product, offered as such for sde. This standard gathersthe declaration
of nutrients and explains that the complementary nutritiona information is optiond.

The bases of this stlandard are the Codex Alimentarius and the FDA guidelines, for which, U.S. standards

are acceptable. Recommended Dally Intake (RDISs) is based on the Recommended Daily Intake of
nutrientsof theFAO/ IHO.

Exceptions and Specid Dispositions regarding Obligatory Nutritiond Labding

Foods Containing Insignificant Quantities of Nutrients

An indgnificant quantity is defined as that which alows the declaration of "Zero", except for totd
carbohydrates values, dietetic fiber and protein, for which an indggnificant quantity is less than one gram.
Products that complying with thisexceptionincludes: grain coffee, tealeaves, solubleteaand unsweetened
coffee, dehydrated vegetables for seasoning, extracts of flavors and colorings for food.

Baby Food

There are pecific labding requirements and technica standards for baby formulas.

Dietetic Supplements

This exception does not apply for dietetic supplementsin the form of conventiona foods, such asbreskfast
ceredls. These products are subject to al requirements specified in NTE INEN 1334-2
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Packed Food

Thece produsic are exempt only if they are chipped m bulk and are not for dirent cale to the sonsumer, but
are imported for uce i prooeseing inductriec. Example: Rulk-packed cweet oo to be re-pasked in a
vegetable e

Fresh Food Products

Fresh Food (fresh fruits and vegetables) and Seafood (fresh fish and seafood).

SECTION I11. PACKAGING AND CONTAINER REQUIREMENTS

The food regulation establishes that food containers must meet  the following conditions:

. It should have adequate shape, capacity and closing seal for the contained food product.

. The container should be made of materids in reation with the physical-chemical nature of its
content.

. Containers must guarantee the protection, conservation and identification of the product duringits
shdf- life

The materids used in the containers and packages for aprocessed food product must meet the conditions
established in specific Esuadorian Tephnisal Standarde (NTE) for a produst or group of produsts.
Moreover, the Solid Waste Management requlation assertsthat al packagesand containers must be made
of materiasthat dlow ther after-useresyshng, recuperation or re-use.

SECTION IV. FOOD ADDITIVE REGULATIONS

Standards and regulations for food additives are those contained in the Health Code, the Food Regulation
and thetechnica standard NTE INEN 2074-96. The Food Regulation establishesthat food additivesare
alowed for importation and in-country se when:

. They are innocuous for human hedlth; and,

. They have obtained the Sanitary Permit.

The technical standard NTE INEN 2074:96 is based in the Codex Alimentarius and the Regulation Code
of the Food Drug Adminigtration (FDA). It establishes a positive additive list, specific regulations about
tolerance levels, and alist of prohibited substances for human consumption. This positive list will be

periodicdly checked and/or modified according to new scientific, technological and toxicologicd studies.

The NTE INEN 2074-96 standard, as well as other technica norms, are available for public sde. U.S.
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exporters can obtain a copy sending a request to the Ecuadorian Institute of Normalization (INENY.
However, these norms are written in Spanish and there are no English copies available.

SECTION V. PESTICIDE AND OTHER CONTAMINANTS

The Law of Formulation, Manufacture, Import, Trade and Use of Pedticides and Similar products was
established to guarantee integrity of pesticides, their quaity and chemica composition to be declared by
the manufacturers, importersand disributors. TheMinigtry of Agriculture, through the Adminigrative Unit
of Plant Hedlth, isthe agency in charge of the gpplication of this law.

Ecuador has not st its own maximum tolerance levds. In fact, it goplies Codex maximum residue limits.
Other maximum levelsestablished by internationa ingtitutionswidely recognized are dso acceptable, such
as those from the Environmenta Protection Agency (EPA).

The Minigry of Agriculture and Livestock (MAG) will temporarily retain agricultural products suspected
of being contaminated with pesticides or smilar products. If andyss carried out by MAG provesthisto
be the case, the Ministry will order their destruction and no indemnification will be granted.

SECTION VI. OTHER REGULATIONS AND STANDARDS
a. Sanitary Permit (For processed food products and additives)

In order to protect consumers hedlth, the actua Hedlth Code establishes that dl nationa or foreign
processed food products and additives must obtain a Sanitary Permit prior to their importation and sdein
Ecuador. The sanitary permit i ssuance process has been re-designed, and new laws have been written on
thismatter. The recently released Sanitary Permit Application Rules give the following guidance:

. The sanitary permit can either be requested by the manufacturer or itslega representative, andin
both cases, the permit will beissued to the name of the manufacturer unlessit legaly pronounces
on the contrary.

. The sanitary permit will be vdid for ten (10) years.

. The sanitary permit for imported productswill be granted by homol ogation after 30 caendar day's
of having delivered an gpplication accompanied by dl necessary documents at any office of the
Nationd Hygiene Indtitute "lzquieta Perez" (NHI). Observations will be directed to the gpplicant
five (5) days after the NHI received the gpplication.

. Currently, the gpplicant must submit the following documents:

1. Request form (obtained at the NHI) including the following informeation:
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1.1. Complete product name, including brand-name
1.2. Name, complete address and telephone number of the manufacturer
1.3. Name and address (in full) of the applicant

1.4. Product Description:

1.4.1 Ingredients ligt (quay-quantitative formula, in percentages) used in the product
(including additives), declared by the manufacturer in descending order.

1.4.2 Elaboration date

1.4.3 Expiration date or maximum consumption time

1.4.4 Packaging Information: must declare type of container, and content expressed in
units of the International Measurements System (S).

1.45 Consarvation conditions

1.5 Applicant’ s signature accompanied by the signature of the product’ s technical representative
in Ecuador (afood pharmaceutic chemist or food engineer registered at the Ministry of Hedlth)

2. The gpplicant must include a copy of higher identification document (in the case of persons), or an
existence certificate accompanied by the legd representative appointment (in the case of a company).

3. Free Sde Cetificate issued by a competent hedlth authority in the exporting country stating that the
product is authorized for free sde and consumption in that country.

4. Product anaysis certificate issued by its manufacturer or the competent health authority in the country
of origin. A certificate of qudity would beided.

5. A legdized satement Sgned by the manufacturer regarding the following:

5.1  Therepresentation of the product in Ecuador
52  Ownership of the sanitary permit.

6. Product’slabe or tag draft (origina and copy).
7. Invoice for payment of registration fees

8. Every officid certificate issued aoroad must be legdized by the Consul of Ecuador inthe  exporting
country or the Ministry of Foreign Affairs (once in Ecuador).

Notes:
1. All documents and certificates written in languages other than Spanish must be trandated and notarized.

2. It is recommended by the Nationa Board of Hedth Control for imported products sanitary permit
goplicationsto befiled a the (NHI) in Quito rather than in Guayaquil.
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A new Sanitary Permit will be necessary in the following events

. If there is a change in the composition.

. The product needs a different conservation process.

. There is a substantid modification of the following additives: colorings, flavorings, sweeteners,
conservation agents, nutritional additives.

. Changes in the nature of the container

. Change of manufacturer.

b. Phytosanitary Permit and Health Permit (For Agricultural and Animal Products)

Current laws obligateimporters of plant breeding material, productsand sub-productsof plant and animal
origin to obtain a Phytosanitary Permit and Hedlth Permit (depending on the case), prior to importing.
Consequently, it is necessary to file the following documentation at the Under-seoretariat for Poliny,
Commerne and Investment of MAG in Quito:

. The Unicque Import Dosument (DUI) (See Section 1X. Import Procedures)

. Note of Requisition (origina and three copies).
. Pro-forma Invoice (origina and three copies)
. "Previous Import Authorization” form (origind and three copies), correctly filled by the

interested part. It isavailable in any bank of the country.

. For importation of animas and other products of anima origin, the importer must include a
payment receipt of the import fee a the Nationd Development Bank (BNF).

. Anindividud or collective PEDIGREE certificate must be included for importation of pets and
breed animas. The Pedigree Certificate will be andyzed and checked by the Agrisultural and
Lavestook National Direstorate in Quito and the Dnderseoretary of the Coastal Region in
Guayaquil, depending on the case.

The Esuadorian Antrnal and Plant Health Servise (SESA) will check the documentation and will issue the
phytosanitary or health permit, depending on the product. If the documents were not correct, SESA will
return the gpplication to the Under Secretary of Policy and Investment indicating that such import is not
authorized.

In the phytosanitary and hedlth permits, SESA will indicate the trestment and conditions to be met by the
product in order to enter the country, depending on preestablished phytosanitary and health norms.

Phytosanitary or Hedlth Certificates for Import

Every imported agriculturd or livestock product must be accompanied by a phytosanitary or hedth
certificate, issued in the country of origin by the competent authority.

Other Requirements
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The phytosanitary certificateisissued by SESA. However, there are other requirementsto befulfilled for
importation of plant products and plant materid:

a) The product must be free of soil and productsin anima or vegeta decomposition.
b) Use of poor quality, re-used, infected or infested package materia is not alowed.

C) The plant breeding materid must come from a country or area known to be free of pathogens exotic
to Ecuador.

d) Given the case, SESA shdl request the product to be accompanied by a Fumigation Certificate or
Quarantine Treatment, Sgned by the competent authority of the country of origin.

In the case of anima imports, the following requirements must be met:

a) Animasmust comefrom zonesinwhich noinfect-contagiousillnesses affecting the speciewere detected,
during a specific period previous to the shipment established for each iliness.

b) Animas must have been opportunely immunized with dl the vaccines required by Ecuador through
SESA authorities.

¢) Resultsof [aboratory testsand examscarried out to investigate the presence of infect-contagiousillnesses
should be negative, and;

d) Animds should have received treatment againg ecto parasites and endo parasites, and they should be
in good physicd conditions without clinic symptoms of infect-contagious illnesses.

c. Register of Agrienbural and Livestock Inpnts

Every person or company interested inimporting and/or producing agrisultural and kvestook mputs (Seeds,
plants and plant breeding materid, impreved animals, semen, fertile egas and embryos) must register
themsdavesin the SESA or in theAgrisuliural and Livestook National Direstorate at MAG. The vdidity of
the regidration is indefinite, but it can be canceled because of non compliance with the dipositions stated
inthe Law of Seeds and in its respective regulation.

Control of products at retail/wholesale distribution levels

The Minigtry of Hedlth has the obligation of controlling processed food products and additives used in the
food industry at the places of sde. If aproduct does not meet the minimum quaity standards, or does not
have a Sanitary Permit, it could be immediatdly confiscated or/and destroyed.

The Minigtry of Public Hedlthin coordination with the Ministry of Agriculture, will control the products of
anima origin destined to human consumption and will prohibit or retire from trade those resulting harmful
to human hedth.

The Ministry of Agriculture and Livestock, through employees of the Plant Hedlth Directorate or other
designed persons may ingpect commercid or indudtria facilitiesstoring and sdling seedsto verify the hedth
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status of theplant breeding material. If plant pests or outbreak infectious disease are in place, the staff can
declare"Observation Zone" or "Quaranting" depending on the seriousness of the case, and if it isnecessary
they can order the incineration of the infected or infested material.

SECTION VII. OTHER SPECIFIC STANDARDS
a. Wine, Beer and Other Alcoholic Beverages

Imports of dcohoalic products, including beers, will be carried out exclusively from the country of originand
by thelegdlly authorized representatives, previousto the obtainment of the correspondent Sanitary Regidter.
Imports of these products must meet the regulations PyM 1992-20, PyM 1992-17, PyM 1992- 21 from
INEN regarding dlowed containers.  Alcohalic products and beer must necessarily show the following
information on their fronta labd:

"Importado por (Name of therepresentative or agent)™, alcohol grade and the capacity of the bottlein cubic
centimeters.

Also the following hedth advisory has to be included:

"Advertencia El consumo excesivo de dcohol causa graves dafios en su salud y perjudica a su familia
Ministerio de Salud Publica’, that must be written in the principa or secondary label, meeting disposition
1828 of the Decree dated June 10", 1994.

Alcoholic products and imported beers sold in the nationa market without complying with these
requirements, will be consdered as smuggled into the country.

b. Products Samplesand Mail Order Shipments:

Samples Import and Export regulations establish that these are exempt from the payment of smport duties,
Vdue- Added Tax (IVA) and Specid Consumption Tax (ICE), when the CIF value does not exceed from
USS$ 500 or its equivaent in other currencies. Merchandise exceeding this vaue will pay (for the excess)
the tariff established for imports.

Sampleswithout commercid vaue must meet the following requirementsin order to obtain thisexemption:

a) The sender shdl be the producer of the merchandise, its representative or the authorized exporter;

b) The addressee shall be acompany or an importer habitudly dedicated to this commercid activity.

¢) The documentation (commercid invoices, trangportation invoices or others concerning the shipment),
shdl contain annotations demondrating the products are certainly sampleswithout commercid vaue; and,
d) Samplesmust show legends, Sgns or impressionsidentifying themsalves as sampleswithout commercid
vaue and forbidding sdle. In case of doubt, the Customs Adminigiration may mark the samples with
perforations, seds and othersin order to impede their sde.
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Correspondence and little packages are adso exempt of taxes, according to the Regulation at which Mall
or Courier and International Posta Traffic Agenciesare subject. Other typesof packagesand internationd
postal parge that departing or entering the country, with or without commercia purposes and made by any
type of mail agency, are subject to the payment of the corresponding taxes, in relaion to the CIF vaue.

In the same way, little packages, packages and postal sarge and samples without commercid value,
exempt or not of taxes, whose CIF values do not exceed $160 will be dispatched by sustems through a
smplified dedlaration.

Imports or exports by mail of products such as. narcotics, explosives, tobaccos, liquors, inflammable
products and other dangerous or contaminant substances are forbidden.

SECTION VIII. COPYRIGHT AND/OR TRADEMARK LAWS

The Law of Intellectua Property, published in the Officid Register on May 19" of 1998, regulates and
guarantees the intellectud property acquired according to the law.

Bascdly, this law refersto inventions, trademarks, commercia drawings and models, commercid and
industrial secrets, brand names, distinctive appearances of businesses and commercid establishments
and any other intellectud creetion for agriculturd, indudtria or commercia use. It dso includes vegeta
obtainment. Digpositions of this law of goply to both Ecuadorians and foreigners, residing or not in the
country.

a. Trademarks

The trademark registration application should be presented at the Nationd Directorate of Intellectud
Property and will contain only one international class of products or services.

Thefirst request to register a trademark presented in amember country of the World Trade
Organization, the Andean Community or the Paris Agreement for the Protection of Industria Property,
will grant the gpplicant the priority right for aperiod of Sx months until the same trademark register
goplication isfiled in Ecuador. This request could not refer to different or additiona products than those
contained in the first request.

Theright for exclusve use of atrademark will be acquired at the National Board of Intellectua
Property. A trademark’ sregister will have aten-year vaidity from the date of its concesson and it
could be renovated. A trademark’ s renovation has to be requested at the same agency, within six
months prior to its expiration.

b. Brand names

Brand names can be registered at the National Board of Intellestual Property, for which the same
procedure for trademarks registration is needed. This registration represents a presumption for the
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helder*s benefit. However, theright for exclusive useis crested by the public and continuous use in
trade, at least for Sx months of the brand name. Brand names will be protected without the obligation
of register. Theregigter of abrand name does not have amaximum vaidity time,

SECTION IX. IMPORT PROCEDURES
In order to clear customs, the following procedure must be carried out:

If the FOB vaue of the imported goods exceeds US$ 4000, the owner, consignee or sonsigner,
persondly or through a customs agent, must to present the declaration in the Unigque Isnport Document
(DUI).

The Unique Import Document (DUI) must be acquired and after presented to any bank or financia
society correspondent to the Central Bank. After establishing the importer’ sidentity, the bank or
financid society will accept the document within the two following working days.

The DUI form gpproved by the bank does not have a vdidity limit time, isindefinite, except in goods
with redtrictions. In this case, the vdidity time is determined by the authorizations or import licenses.

The declaration must be presented in the customs, starting anytime between seven days before to fifteen
days after the arrival of the goods.  This sustems deslaration must be accompanied by the following
documents:

1. Note of Requisition (mandatory)

2. Authorizations or licenses (if needed): If the type of good demandsiit, it is necessary to obtain
authorizations in the ministry or public entity depending on the case (See Section VI. Other Regulations
and Requirements).

3. Insurance (if needed).

4. Import Verification Request (SVI) (if needed): Just for goods which FOB vaue exceeds US$4000.
The request has to be filled and then presented to the verification company (SGS, Bureau Veritas,
Cotecna o ITS) dong with the requistion note.

5. Ingpection Certificate (CI) (If needed): This certificate isissued by the verification company after
having previoudy issued the SVI, and only in goods exceeding FOB vaue of US$4000. According to
the Law, if agood enters Ecuador without the Cl, it cannot be nationalized.

6. Certificate of Origin (if needed)

7. Shipment Manifest (mandatory)

8. Bill of Lading (mandatory)

9. Commercid Invoice (FC) (mandatory)

10. Customs Declaration of Vdue (DAV) (mandatory): Is an oath that the consigned vaueis the red
one.

*mport documents do not have to be trandated into the loca language.
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Theimport declaration has to be presented in the respective customs didrict, which will verify the data
and confirm compliance with al requirements. If there are no observations, the declaration will be
accepted, and the district will assign a vaidation number so the procedure may continue. Once the
declaration is accepted, it isfina and cannot be amended.

The next gtep is documentd revison or visua examination of the goods, to establish its nature, quantity,
vaue and its tariff classfication.

In the visua examination, the verification company checks the merchandise, verifies that the security
sed has not been violated and compares the declaration with the actud load. If everything is correct,
the documenta revison takes place. If it is not equa, the verification company will make sure thet the
difference iswithin the tolerance margin (maximum 10% of the taxes) and the importer will pay the
same upon the totdity. Taxes are paid upon the real quantity, but if the difference exceeds 10%, it is
consdered illegd.

The physic examination generdly delays more time than predicted, for which it is recommended to
caculate a 30% more of the budget established for customs clearance. It is cal culated that 70% of the
sontamers ariving a the port of Guayaguil stay there more than 15 working days.

The documentd revison isdso carried out by the verification company. This congsts in verifying that
what was declared is equd to what the accompaniment documents of the DUI stated. If there are no
obsarvations, the cusoms district will authorize the payment of tariffs which will be done through one of
the authorized banks for this matter. Subsequently, customs will proceed to confirm this payment and
will authorize the delivery of the merchandise.

If there was an obstacle for tax payment, the Esuadorian Custome Corporation (CAE) demands a
guarantee of 20% of the total amount to be paid with atime limit of 60 days.

If in the declaration and documents ddivery, only the commercia invoice is missing, for example, the
merchandise can be taken out with a guarantee, but the term is only 30 days to present an invoice to the
CAE. However, if the Certificate of Originismissing, it is better to leave the merchandise until the
certificate arrives.

Claims upon any customs adminidrative act, can be presented to the manager within 20 days after it
was carried out or notified.

AGRICULTURAL AND LIVESTOCK PRODUCTS IMPORT

The ingpection in the country of origin previous to the import shipment is arequirement established in
the law. Theseingpectionswill be carried out by the verification companies hired for this purpose.

Imports of agriculturd and livestock products (except industriaized products) will be carried out only
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through ports where SESA anima quarantine officers and plant quarantine officers exist, according to
the Law of Anima Hedth and Law of Plant Hedlth.

Airports. Quito and Guayaquil
Seaports: Guayaguil, Manta, Esmerddas and Puerto Bolivar.
Land Ports: Tulcan, Macardand Huaquillas.

When the merchandise arrives, a SESA ispector will check and examine the documents, will inspect the
product itself to confirm the phytosanitary Sate, and will issue a mershandice entry lience .

APPENDIX |. GOVERNMENT REGULATORY AGENCY CONTACTS

MINISTRY OF FOREIGN TRADE, INDUSTRIALIZATION AND FISHING
Address Av. Amazonasy Eloy Alfaro

Minigerid Office

Phone: 593-2-505-072/ 593-2-529-076

Fax: 593-2-507-549

Contact: Minister- Ing. Richard Moss

International Trade Direotorate

Phone: 593-2-541-854

Contact: Director- Econ. Fabian Andrade Egas

Webste: www.micip.gov.ec

MINISTRY OF PUBLIC HEALTH
Address: Juan Larrea 445, A Building, 39 Floor.
Sanitary Control Directorate

Fax/ Phone: 593-2-541-851

Contact: Dr. Patricio Pdomeqgue

Contact: Dra. Magda Sdltos

Fax/Phone: 593-2-236906

M edicines and Food Sanitary Control
Phone: 593-2-544267

Genegral Hedlth Directorate

Phone: 593-2-521746/521277

Fax: 593-2- 504322

Web-site: www.msp.gov.ec

E-mall: msp@accessinter.net

Quito, Ecuador
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MINISTRY OF AGRICULTURE AND LIVESTOCK

Address Av. Amazonasy Eloy Alfaro, MAG Building, Quito
Miniger: Ing. Galo PlazaP.

Eouadorian Awimal and Plant Health Servise (SESA)
Contact; Director- Mr.Ruben Vinueza

Plant Quarantine Directorate
Contact: Ing. Gonmzao Robdino

Animal Health

Contact: Dra. Hipatia Nogaes

Agricultural Products Control and Register Division
Contact: Ing. Carlos Navas

Phone: (5932) 256-7232/ 254-3319/254-8823

Fax: (5932) 254-8751/ 222-8448

E-mail: sesa@impsat.net.ec

Domestic and Internationa Trade Directorate
Contact: Dr. Carlos Romero
Fax/ Phone: (5932) 222-8011

Aaricultural and Livestock Nationa Directorate
Contast: Director- Jos¢ Antonio Ruiz

Phone: (5932) 255-2646/ 254-8409

Fax: (5932) 250-4833

Phone: (5932) 255-3472

Web-ste: www.mag.gov.ec

Quito, Ecuador

ECUADORIAN INSTITUTE OF NORMALIZATION (INEN)
Address. Baguerizo Moreno No. 454 y Almagro

International Normalization Directorate
Contact: Ing. Felipe Urresta

Consumer Control Directorate
Contact: Mr. Henry Troya

Phone: (5932) 252-8556 / 250-1885 / 250-1887
Fax: (5932) 256-7815

e-Mall: inenl@inen.gov.ec

Web-ste: www.ecuanet.ec/inen

Quito, Ecuador
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NATIONAL HEALTH AND TROPICAL MEDICINE INSTITUTE "L EOPOLDO
|ZQUIETA PEREZ"

Address. J. Coronel y J. Mascote
Contact: Director- Dr. Mario Murgueitio
Contact: Subdirector- Dra. ElviraMerchan

Phone: (5934) 228-1045/ 228-1200/ 228-1540/ 228-1944
Fax: (5934) 228-1045

E-Mall: Liprnt@tel conet.net

Guayaquil, Ecuador

ECUADORIAN CUSTOMS CORPORATION (CAE)
General Manager Offine:

Contast: General Manager- Ing. Jairne Santillin Pesantes
Address: Av. 25 de Julio Km 4, via a Puerio Marftimo.
Phone: (5934) 248-0640

Fax (5534) 248-88%54

Distrint Manager Offioe:

Contaot: District Manager- Mr. Carlos Huerta
Address: Sea Port

Phone: (5934) 248-1166 / 24R-1875

Aero C D Offipe:

Contact: District Manager- Mis. Rafae]l Compte
Addrece: Astport "Straén Bolfvar”.

Phone: (5534) 228-7834 / 228-7827

Deputy Manager Offine of Salinas:

Contapt: District Menager- Mc. Guillermo Pareja Cupalén
Address: Av. 5 de Ootubre 102

Phone: (5934) 278-2643

Guayaquil, Ecuador.

Repgional Deputy Manager Office for Customn:
Contact:

Regional Manager- Ab. Eduardo Guerrero
Address: Epsilum Building, 10 de Agosto 1731y San Gregorio, 4™ floor.
Phone: (5932) 255- 7482 | 255-7525

Didrict Manager Office:
Address. Pasgje Amazonasy Rio Arguno.
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Phone: (5932) 244-8581 / 245-8715
Quito, Ecuador.

Webeite: www corpae ocotn
E-mail: webmaster@corpae.com/ Customer service@corpae.com

NATIONAL BOARD OF INTELLECTUAL PROPERTY

Address Av. Amazonasy Eloy Alfaro, Minidry of External Trade, Industrialization and Fiching
Buildng, 1% floor.
Contast: National Director- Dr. Jos2 Villena Cadtillo

Department of Trademarks

Contact: Director- Dr. Gonzalo Vaca
Departament of Patents

Contact: Director- Ing. Martha Carvga
Phone: (5932) 255-1612

Fax: (5932) 254-3894

Quito- Ecuador

APPENDIX II. OTHER IMPORT SPECIALIST CONTACTS

U.S.EMBASSY QUITO

USDA/ Foreign Agricultural Service

Address: Av. Colombia #1573 y Queseras del Medio, 3 floor
Carlos M. Yugcha, Agriculturd Specidist

René A. Alarcdn, Marketing Specidist

Phone: (5932) 256-4147 / 252-9088

Fax: (5932) 250- 6283/ 250-4888

emal: Agquito@fas.usda.gov

Quito, Ecuador.
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